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DETAILED ACTION 

Claims 47-62 as recited in the preliminary amendment filed 8/1 1/06 with the 
application are currently pending. 

Election/Restrictions 

Applicant's election without traverse of Group I, claims 47-50 and 59, in the reply 
filed on 6/5/09 is acknowledged. Claims 51-58 and 60-62 are withdrawn from further 
consideration pursuant to 37 CFR 1 .142(b) as being drawn to a nonelected invention, 
there being no allowable generic or linking claim. Election was made without traverse 
in the reply filed on 6/5/09. Examination on the merits will commence at this time on 
claims 47-50 and 59 ONLY. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 47-50 and 52 are rejected under 35 U.S.C. 112, first paragraph, as failing 
to comply with the enablement requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to enable one skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and/or use the 
invention. The invention appears to employ novel biological materials, specifically the 
stem cell line hES-NCL1 . Since the biological materials are essential to the claimed 
invention, they must be obtainable by a repeatable method set forth in the specification 
or otherwise readily available to the public. If the biological materials are not so 
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obtainable or available, the requirements of 35 U.S.C. § 1 12 may be satisfied by a 
deposit of the biological materials. 

The specification does not disclose a repeatable process to obtain the biological 
materials, and it is not apparent if the biological materials are readily available to the 
public. The examiner notes that Applicant has deposited the biological materials (page 
4, line 26, et seq.), but there is no indication in the specification as to public 
availability. If the deposit is made under the Budapest Treaty, then an affidavit or 
declaration by Applicant, or a statement by an attorney of record over his or her 
signature and registration number, stating that the specific biological materials have 
been deposited under the Budapest Treaty and that the biological materials will be 
irrevocably and without restriction or condition released to the public upon the issuance 
of a patent, would fully satisfy the deposit requirement. 

Claim Rejections - 35 USC §§ 102 and 103 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 1 03(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

Claims 47-50 and 59 are rejected under 35 U.S.C. 102(b) as anticipated by or, in 
the alternative, under 35 U.S.C. 103(a) as obvious over Carpenter et al. (2003, Cloning 
and Stem Cells 5: 79-88; reference U). 

Carpenter teaches numerous human embryonic stem cell lines (hES), which are 
identified by the ES cell markers GCTM-2, TRA-1-60, SSEA-4, OCT-4, hTERT, and 
TG343 (see Table 1 at page 81 as well as page 82, column 1 ; and page 84). Carpenter 
teaches that hES lines generally retain a full complement of chromosomes, including 
sex chromosomes (page 84, column 1 ). Carpenter teaches that hES cells have the 
capacity to form derivatives of all three germ layers both in vitro and in vivo (page 84, 
column 2). Carpenter teaches that the laboratory of James Thomson possesses 
numerous hES cell lines, which are genetically distinct (page 84, column 2); Thomson's 
laboratory therefore comprises an embryonic stem cell bank. Carpenter teaches 
contacting hES cells with various agents (e.g., RA and NGF) and monitoring an 
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alteration in the cells' metabolism (e.g., differentiation to neurons), thereby concluding 
the effects of those agents on hES cells (Table 2 at page 85; see also pages 85-86). 

The Patent and Trademark Office is not equipped to conduct experimentation in 
order to determine whether or not applicants' hES line differs, and if so to what extent, 
from the hES lines discussed in Carpenter. Like the lines of Carpenter, applicants' line 
expresses GTCM2, TRA-1-60, SSEA-4, OCT-4, hTERT, and TG343 (specification, 
page 36, lines 17-27). Like the lines of Carpenter, applicants' line is pluripotent in vivo 
(page 36, line 30, through page 37, line 1). Like the lines of Carpenter, applicants' line 
retains a full complement of chromosomes (page 35, lines 21-24). It is noted that 
applicants' disclosure characterizes the markers at page 36 as being specific for hES 
cells (page 13). Furthermore, Stojkovic et al. (2004, Stem Cells 22: 790-797; 1 1/9/06 
IDS reference AE) teaches the same cells described herein and indicates that they 
show "typical expression of ES cell and surface markers" (page 794, last sentence et 
seq.).The cited art taken as a whole demonstrates a reasonable probability that the hES 
cell lines of the prior art are either identical or sufficiently similar to the claimed hES cell 
line that whatever differences exist are not patentably significant. Therefore, the burden 
of establishing novelty or unobviousness by objective evidence is shifted to applicants. 

Merely because a characteristic of a known hES cell line (e.g., differentiation into 
fibroblasts without formation of embryoid bodies; ability to support growth of 
undifferentiated cells of the same line) is not disclosed in a reference does not make 
that cell patentable. The hES cell lines of Carpenter possess inherent characteristics 
which might not be displayed in the tests used in Carpenter. Clear evidence that the 
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hES cell lines of the cited prior art does not possess a critical characteristic that is 
possessed by the claimed line would advance prosecution and might permit allowance 
of claims to applicants' line. 

No claims are allowed. No claims are free of the art. 

Applicant is requested to specifically point out the support for any amendments 
made to the disclosure in response to this Office action, including the claims (MPEP 
714.02 and 2163.06). In doing so, applicant is requested to refer to pages and line 
numbers in the as-filed specification, not the published application. Due to the 
procedure outlined in MPEP § 2163.06 for interpreting claims, it is noted that other art 
may be applicable under 35 U.S.C. § 102 or 35 U.S.C. § 103(a) once the 
aforementioned issue(s) is/are addressed. 

Applicant is requested to provide a list of all copending U.S. applications that set 
forth similar subject matter to the present claims and share an inventor or assignee with 
the instant application. A copy of such copending claims is requested in response to 
this Office action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Lora E. Barnhart whose telephone number is 571-272- 
1928. The examiner can normally be reached on Monday-Thursday, 9:00am - 5:30pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael G. Wityshyn can be reached on 571-272-0926. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Lora E Barnhart/ 

Primary Examiner, Art Unit 1651 



